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Claim 1 . (Currently amended) A method for the sustained release in vivo of a 
biologically active labile agent comprising administering by injection or implantation to a 
subject in need thereof a sustained release composition comprising a biocompatible 
polymer having a biologically active labile agent incorporated therein wherein the labile 
agent is released for a period of at least about two weeks, and a corticosteroid, wherein 
the corticosteroid is present in an amount sufficient to modify the release profile of the 
labile agent from the biocompatible polymer and provide increased bioavailability of the 
labile agent, wherein the biologically active labile agent is exendin-4, the injection or 
implantation is carried out subcutaneously, intramuscularly, intraperitoneally, 
intracranially, or intradermal^, and the weight ratio of said exendin-4 to said 
corticosteroid is at least 6:1. 



Descriptive support for the above weight ratio : 

1) Example 10 shows 120 mg of exenclin microparticles combined with 10 mg of 2% 
triamcinolone or 40 mg of exendin microparticles combined with 10 mg of 2% 
triamcinolone. 

2) Paragraph [0125] of the published application explains Example 10: the 120 mg had 
1 % exendin-4 and the 40 mg had 3% exendin-4. 

Thus, working with these specific numbers the following ratio is expressly 
disclosed by the specification: 6:1 (exendin-4 : corticosteroid). 

3) Additionally, paragraph [0049] of the published application discloses active agent 
loading of 0.5-20%. This supports "at least 6:1 ." 



Please note, this is not an official indication of allowability. This is a proposal for 
discussion and applicant's consideration. If applicant finds claim 1 acceptable, I will 
then continue my work to make a final determination. If found allowable, I would enter 
an Examiner's amendment with the above changes and any other changes that would 
be necessary to make the dependent claims correspond to the above version of claim 1 . 
(* advance notice ~ claim 5 may have to be rewritten for clarity). If found not 
allowable, I would issue an Office action based on the claims currently pending (i.e. the 
claims filed on January 25, 2008). 



